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manufacturing practice. The affirma-
tion of this ingredient as generally rec-
ognized as safe as a direct human food
ingredient is based upon the following
current good manufacturing practice
conditions of use:

(1) The ingredient is used as a formu-
lation aid as defined in §170.3(0)(14) of
this chapter and as a fermentation aid.

(2) The ingredient is used in yeast-
raised bakery products; in alcoholic
beverages as defined in §170.3(n)(2) of
this chapter; and in gelatin products.

(d) Prior sanctions for this ingredient
different from the uses established in
this section do not exist or have been
waived.

[48 FR 51616, Nov. 10, 1983, as amended at 49
FR 19816, May 10, 1984; 73 FR 8608, Feb. 14,
2008]

§184.1924 Urease enzyme preparation
from Lactobacillus fermentum.

(a) This enzyme preparation is de-
rived from the nonpathogenic,
nontoxicogenic bacterium Lactobacillus
fermentum. It contains the enzyme
urease (CAS Reg. No. 9002-13-5), which
facilitates the hydrolysis of urea to
ammonia and carbon dioxide. It is pro-
duced by a pure culture fermentation
process and by using materials that are
generally recognized as safe (GRAS) or
are food additives that have been ap-
proved for this use by the Food and
Drug Administration (FDA).

(b) The ingredient meets the general
and additional requirements for en-
zyme preparations in the ‘“Food Chemi-
cals Codex,” 3d ed. (1981), pp. 107-110,
which is incorporated by reference in
accordance with 5 U.S.C. 552(a) and 1
CFR part 51. Copies are available from
the National Academy Press, 2101 Con-
stitution Ave. NW., Washington, DC
20418, or available for inspection at the
National Archives and Records Admin-
istration (NARA). For information on
the availability of this material at
NARA, call 202-741-6030, or go to: http:/
www.archives.gov/federal register/
code of federal regulations/
ibr _locations.html.

(¢) In accordance with §184.1(b)(1),
the ingredient is used in food with no
limitation other than current good
manufacturing practice. The affirma-
tion of this ingredient as GRAS as a di-
rect human food ingredient is based

§184.1930

upon the following current good manu-
facturing practice conditions of use:

(1) The ingredient is used in wine, as
defined in 27 CFR 2.5 and 4.10, as an en-
zyme as defined in §170.3(0)(9) of this
chapter to convert urea to ammonia
and carbon dioxide.

(2) The ingredient is used in food at
levels not to exceed current good man-
ufacturing practice. Current good man-
ufacturing practice is limited to use of
this ingredient in wine to inhibit for-
mation of ethyl carbamate.

[67 FR 60473, Dec. 21, 1992]

§184.1930 Vitamin A.

(a)(1) Vitamin A (retinol; CAS Reg.
No. 68-26-8) is the alcohol 9,13-di-
methyl-7-(1,1,5-trimethyl-6-cyclohexen-
5-y1)-7,9,11,13-nonatetraen-15-o0l. It may
be nearly odorless or have a mild fishy
odor. Vitamin A is extracted from fish
liver oils or produced by total syn-
thesis from B-ionone and a propargyl
halide.

(2) Vitamin A acetate (retinyl ace-
tate; CAS Reg. No. 127-47-9) is the ace-
tate ester of retinol. It is prepared by
esterifying retinol with acetic acid.

(3) Vitamin A palmitate (retinyl
palmitate; CAS Reg. No. 79-81-2) is the
palmitate ester of retinol. It is pre-
pared by esterifying retinol with pal-
mitic acid.

(b) The ingredient meets the speci-
fications for vitamin A in the Food
Chemicals Codex, 3d Ed. (1981), p. 342,
which is incorporated by reference.
Copies are available from the National
Academy Press, 2101 Constitution Ave.
NW., Washington, DC 20418, or avail-
able for inspection at the National Ar-
chives and Records Administration
(NARA). For information on the avail-
ability of this material at NARA, call
202-741-6030, or g0 to: hittp://
www.archives.gov/federal register/
code of federal regulations/
ibr _locations.html.

(¢) In accordance with §184.1(b)(1),
the ingredient is used in food with no
limitation other than current good
manufacturing practice. The affirma-
tion of this ingredient as generally rec-
ognized as safe (GRAS) as a direct
human food ingredient is based upon
the following current good manufac-
turing practice conditions of use:
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